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j Cauticin: Fedeial’ law r+tri+ this device, t;j”&?e”by’dr dn’thepr&r^of 2 
: physician (or orooerlv~ l icensed Bract&&T. ~;‘&!I y1 
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uQU~D’CCiM~O~~~lS”P~“~~a; The”fI~iX‘Components Pouch consists of 
two syringes, containing soltitions, which are preassembled into a ho&in{.‘/\ 
transfer port cldsure is attacheb’io the’ti&sing assemblytoa~~t%~n~of the 
PEG powders into thecorrect syringe. A clip is dita”ched tothe plunger rod of 
the syringe ttii”ilb~?iioi’~$rire mixing with b+‘P~~CU~f’$&&rs. 
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PRECAUTIONS 1 _“, .I .l. . ,. 
The safety and performance of CoSeal have not&en est&&h& ii i&Xfre? ‘&*” 
and pregnant vJomen. ’ -*, ^ .; -“,.>. I , \<_ ., 
In vivo testing demonstrated a mild slain sensiti iation response iii an animal 
model. Similar testing in humarts has not be%t@%%&%. ,(.-‘..“:.~~,,‘ir,i- .^ ^ s-t.’ 
During clinical investigations, the volume’ of %oSeal  u?,eX per ii8;ier$“io ^’ ‘*’ .“.. .,^ 
effectively seal a typical vessel ranged from^2 mL ‘to 3 6 nil. The medium vOlume of CoSea, to be.usCtd per, patie.m will ,i;~‘~~~~~~~;i; i~e”liii~~il”’ .b _ 

procedure. such as the number and size of ves”sei?&bi &ted. The safety of- CoSeal Hi ti86‘een‘ evalua\& in ~~ie~i~~~~~~~~~;~~~“~~ gc .- 
.( ,. 

ADVERSE EVENTS 
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: ,,... *a, ./’ ” 1 ..:u..#i. :,> _“,,. 
In a piospecii;e,‘randomized, cont”roli$d iiiukickr;ter trial. ,,i148’$i&is were’ 
treated with ‘C&&l oi the cdhtrol (+o<babi’?je(a~n $onge/i irombin 
hemostat). Table 1 shows’the overall adverse events reported for %oSeal  
treated and control patients for the 10 m&f commonly repoiied’e&nti’Thrrii .. ’ ’ 
resu)ts”are simflai betweenthe two treatment grd$%%td a?e”reptesbntaSve of 
events expected from patients undergoing vascular’st%g65ry foi vascular 
accessand ocqfusive vascular disease. ‘.‘..,I. )” .~,‘,~-“~.,~~‘:‘I:,~~,~~.~~~~,~~,~~~,~~~, i . ,_^ / “_ r $;#,& “a_( ,; 
There were two deaths in the study. One control patient~died ?.luri&‘the~~??jj” “” i. ’ 
due to c@opulmof,tary arrest A sec~~d,‘tdhtrbl”~l~nt~di~.~ sepsis and 
carbon &oxide narcosis with respiratory arrest. -Five weeks’post trer+nt, 
this patient-had surgHy for a ^dudderiaf ulcer &i&t f%ii&r%+e. .%i,..l.. c,, f-c,..,: A,,*\, _,.“” _, . >. ” I i 
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%c:aT.,$m,~-,,. : ,I) ,^ x. ;” ,, )_, 
There are ndrin~ii’~~lr~~~~~~~~~~~r thus device. 
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Do not inject CoSeal into vessels. 
? .( 

CoSea, is intended f6yug&di an 6qi;&rGe .?%.ifgqci;~ (j rii;t io” be” .&.“,$ ,., . . “>, 

place of sutures, staples 0r;mechanical closure. y, r.ixr II 
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1 
CoSeal swells up to four t imes its volume Wiin 24’ hours 6@$i%~nsF;b” i 
additional” swell ing may occur as the i j%tk&&,: i l l i~efore,~?tYg&Yti ; 

j should consider the maximum s&II ~!~,me~~B;r i~‘it~^p~~~~i~‘~ect on i 
i surrounding anatomic structures potentially s&s%% to “compressid;~ i 
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the Europedh muiti-center trial. The everits rZ$?Iri&d’we& iybE?l &  pati&ts 
with clinical conditions’leadirig tii’VX$&ilar su‘rgiries. bnf? p&ient died during 
the study: The invesiigiib;i‘indicated-~~~~~~r~i~l infa&ion‘$nd death-of this 
patient were “difinitely not” seal% ierg&d. _,. ._..* _,” ..,_ j ‘ ,.)” 
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